
Docket No. 7156/52427-AB/JPW/GJG/DNS 
IN THE UN^^y^TATES PATENT AND TRADEMARK OFFICE 

Applicant : Don Fishbein 

Serial No. : 10/799,197 Examiner: Amy A. Lewis 

Filed : March 12, 2004 Group: 1614 

For : USE OF OXANDROLONE IN THE TREATMENT OF BURNS 

AND OTHER WOUNDS 

1185 Avenue of the Americas 
New York, New York 1003 6 

Commissioner for Patents 
P.O. Box 1450 
Alexandria VA 22313-1450 

Sir : 

TERMINAL DISCLAIMER 

Petitioner Savient Pharmaceuticals, Inc., having a place of 
business at One Tower Center Boulevard, 14 th Floor, East 
Brunswick, NJ 08816, the sole assignee of record of the entire 
right, title, and interest in and to the above-identified 
application by virtue of an Assignment from Don Fishbein to Bio- 
Technology General Corp. recorded with the United States Patent ^ 
and Trademark Office on June 19, 1998 at Reel 9271, Frames 0541- ^ 
0543, a copy of which is attached hereto as Exhibit 1, and a (0 
change of name from Bio-Technology General Corp. to Savient BLi 
Pharmaceuticals, Inc., recorded with the United States Patent and SQ 
Trademark Office on January 16, 2004 at Reel 14871, Frames 0808- III 
0813, a copy of which is attached hereto as Exhibit: 2, both of ^ 



go 



which were filed in connection with parent U.S. Serial No. 
08/985,734, filed December 5, 1997, now U.S. Patent 6,576,659, $f) 
issued June 10, 2003, of which the subject application claims 
priority, hereby disclaims, except as provided below, the 
terminal portion of the statutory term of any patent granted on 
the subject application which would extend beyond the expiration 
date of the full statutory term defined in 35 U.S.C. §154 to §156 
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and §173 of commonly assigned U.S. Patent Nos . 6,576,659 and 
6,82 8,313 and of any patent issued from commonly assigned U.S. 
Serial No. 10/799,264. 

Petitioner hereby agrees that any patent granted on the subject 
application shall be enforceable only for and during such period 
that U.S. Patent Nos. 6,576,659 and 6,828,313, and any patent 
issued on U.S. Serial No. 10/799,264, are commonly owned and that 
this agreement will run with any patent granted on the subject 
application and be binding upon the grantee, its successors and 
assigns . 

In making the above disclaimer, Petitioner does not disclaim the 
terminal portion of any patent granted on the subject application 
that would extend to the expiration date of the full statutory 
term as defined in 3 5 U.S.C. §154 to §156 and §173 of U.S. Patent 
Nos. 6,576,659 and 6,828,313 and any patent issued from U.S. 
Serial No. 10/799,264, in the event that such patents later 
expire for failure to pay a maintenance fee, are held 
unenforceable, are found invalid by a court of competent 
jurisdiction, are statutorily disclaimed in whole or terminally 
disclaimed under 37 C.F.R. §1.321, have all claims canceled by a 
reexamination certificate, are reissued, or are in any manner 
terminated prior to the expiration of their full statutory term. 

I certify that I have reviewed the attached Assignment and Change 
of Name document, and that, to the best of my knowledge and 
belief, Savient Pharmaceuticals, Inc. has the entire right, title 
and interest in and to the subject application. I further certify 
that I am authorized to sign this Terminal Disclaimer on behalf 
of Savient Pharmaceuticals, Inc. as indicated. 

I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on information 
and belief are believed to be true; and further that these 
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statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or 
imprisonment, or both, under Section 1001 of Title 18 of the 
United States Code and that any such willful false statement may 
jeopardize the validity of the application or any patent issued 



thereon . 




Executive Vice President 
Chiotf Bosfoess Of ficer 



Title: 




SEPTEMBER 09, 1998 

COOPER & DUNHAM LLP 
JOHN P. WHITE 

1185 AVENUE OF THE AMERICAS 
NEW YORK, NY 10036 
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Patent and Trademark Office 

ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRADEMARKS 
Washington, D C. 20231 



RECEIVED 
rnnPFR & DUNHAM, 




DOCKET CLERK 

UNITED STATES PATEl fa 1 AND TRADia i AlT irTSFFICE 
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NOTICE OF RECORDATION OF ASSIGNMENT DOCUMENT 

THE ENCLOSED DOCUMENT HAS BEEN RECORDED BY THE ASSIGNMENT DIVISION 
OF THE U.S. PATENT AND TRADEMARK OFFICE. A COMPLETE MICROFILM COPY IS 
AVAILABLE AT THE ASSIGNMENT SEARCH ROOM ON THE REEL AND FRAME NUMBER 
REFERENCED BELOW. 

PLEASE REVIEW ALL INFORMATION CONTAINED ON THIS NOTICE. THE 
INFORMATION CONTAINED ON THIS RECORDATION NOTICE REFLECTS THE DATA 
PRESENT IN THE PATENT AND TRADEMARK ASSIGNMENT SYSTEM. IF YOU SHOULD 
FIND ANY ERRORS OR HAVE QUESTIONS CONCERNING THIS NOTICE, YOU MAY 
CONTACT THE EMPLOYEE WHOSE NAME APPEARS ON THIS NOTICE AT 703-308-9723. 
PLEASE SEND REQUEST FOR CORRECTION TO: U.S. PATENT AND TRADEMARK OFFICE, 
ASSIGNMENT DIVISION, BOX ASSIGNMENTS, CG-4, 1213 JEFFERSON DAVIS HWY, 
SUITE 320, WASHINGTON, D.C. 20231. 



REEL/FRAME: 9271/0541 
NUMBER OF PAGES: 3 



RECORDATION DATE: 06/19/1998 
BRIEF: ASSIGNMENT OF ASSIGNOR'S INTEREST (SEE DOCUMENT FOR DETAILS) 

DOC DATE: 06/17/1998 



ASSIGNOR: 

FISHBEIN, DON 



ASSIGNEE: 

BIO-TECHNOLOGY GENERAL CORP. 
70 WOOD AVENUE SOUTH 
METRO PARK FINANCIAL CENTER 
ISELIN, NEW JERSEY 08830 

SERIAL NUMBER: 08985734 
PATENT NUMBER: 



FILING DATE: 12/05/1997 
ISSUE DATE: 



TONYA LEE, EXAMINER 
ASSIGNMENT DIVISION 
OFFICE OF PUBLIC RECORDS 



FORM PTO-1595 (Substitute) 
(Fiev. 8-96) 



To the Honorable Commissioner of Patents 



1 Name of conveying party(ies): 
Don Fishbein 



07-01 -1998 
ni it. iiii iiiifjjjj 



DM* No. 52427/JPW/SA 



Additional name(s) of conveying party(ies) attached? 

□ res Bnq,^ £ 



3. Nature of Conveyance: 

Assignment 
D Security Agreement 
D Other 



□ Merger 

□ Change of Name 



Execution Date(s): 



lip] Pafent ar>d Jmiiwi^^cmsa 




ana aaaress o7 

Name: Bio-Technol 
Internal Address 

Street Address: 70 Wood Avenue South 

Metro Park EinaofciaJ flrnrrr 

City/State/Zip: Ise11n , Npw Wc _ 



Additional name(s) & address(es) attached? Dves E) 



No 



4. Application numbers) or patent number(s) If this document is Lina hum t^», 

application is(are): oocument is being filed together wth a new application, the execut ion date(s) of the 



A. Patent Application No.(s) 08/985 T 7"3a 



B. Patent No.(s) 



. Additional numbers attached'? Dvec PH ki~ 

5. Name and addr ess ot party to whom correspondence ° 

concerning document should be mailed. 

Name John P. White 



Interna. Address : — Qq pper & Uunham TTP 



Street Address: 1185 Avgn,. e of tho & mer j raa 



City/State/Zip. New Ynrl,. ^ Vnr y , mfi 



3i r-UiU JMOCH 



6. Total number of applications and patents involved: 



7. Total fee (37 CFR §3.41): $ Ln nn 

Enclosed 

Q Authorized to be charged to deposit account 



8. Deposit account number: 
03-3125 



9. Statement and signature. 



DO NOT USE THIS SPACE 



3S*££Z kn0Wted9e ^ fo ^^,on * true and correct and any attached copy i, a true copy of the 



John P. White 



Name of Person Signing 




( s 1 



a 



mature 



June 19, 1998 
Date 



hereby certify that this correspondence is being deposited 
th,s date wrth the U.S. Postal Service with sufficient po^age 
Co J^L * SS ,T a " enve,ope *«iresL % 
S C MS" 6 ' * Trademart «. Washington. 



/ohi} P. White 
Re&y No, 28.67ft 



Date 



KJ 



Total Number of pages including cover sheet, attachments and 
document: 3 



_OMB^No^0651-0011 (exp 4/94) 



Mail *cJ=SjS^^ 

Comm,ss.oner of Patents and Trademarks 
Box Assignments 
Washington, D C. 20231 



alignment 



'* COnSldeTat,0n " ° ne D0 "*' <* t0 °>- *»<* other good and Suable 
considerations, the receipt of which is hereby acknowledeed I ik» v 

Don Fishbein, residing at 314 Scotch SS^SK, ilid^SSS?" 07090 



Hereby sell, assign and transfer to Bio-Technology General Corp. 

a corporation of the State of 
Delaware tuning a place of business at 70 Wood Avenue South, Metro Park 
Fxnancxal Center « C**my of Middlesex fl nrf „/ N 

to a „, le gal representatives, the entire right, title aT int^s? foZi° 

countries, in and to any and all inventions which are disclosed and claimed, and any and all 
inventions which are disclosed but not claimed, in the application for United States Patent 
~H,ch has been executed by the undersigned on June 17, 1998 and is entitled 

T ( U ^s us ^e o r F ia o ^^ R ^ o ^ 5 I ^3 T 4 HE ^rr °i *r sAm other wounds 

o f U.S. P-s^/S^ 



and in and to said application and all divisional, continuing, substitute, renewal, reissue and all 
other applications for VS. Utters Patent or other related property rights in any and all 
foreign countries which have been or shall be filed on any of said inventions disclosed in said 
application: and in and to all original and reissued patents or related foreign documents which 
have been or shall be issued on said inventions; 

Authorize and request the Commissioner of Patents of the United States to issue to said 
Assignee, the corporation above named, their successors, assigns and legal representatives, in 
accordance with this assignment, any and ait United States Utters Patent on said inventions 
or any of them disclosed in said application; 



t 

Agree that *aid A**ignee may apply box and xeceive boxeign Lettex* Patent or 
light* ob any othex kind box *aid invention*, oz any ob them; and maij claim, in 
application* box laid boxeign Lettex* Patent ox other right*, the pxioxity ob the 
aboxe*aid United State* patent application under the provision* ob the International 
Convention ob B8 3 and latex modibieation* thereof under the Patent Cooperation 
Treaty, under the Euxopean Patent Convention or under any other available 
intexnationat agxeement; coxd that, when requeued, without charge to, but at the 
expense ob, *aid A**ignee, it* *ucce**ox*, a**ign* and legal repre*entative*, to carry 
out in good baith the intent and puxpo*e ob thi* alignment, the undcrugned or the 
undexugned'* executox* ox admini*txatox* wilt, box the United State* and alt boxeign 
countxie*, execute all divi*ional, continuing, *ub*titute, renewal, rei**ne, and alt 
othex patent application* ox othex document* on any and alt *aid invention*; execute 
ait xightbut oath*, alignment*, powex* ob attoxney and other papery communicate to 
*aid A**ignee, it* *ucce**ox*, a**ign* o>id xepxe*entativei, alt bciet* known and 
document* available to the undexugned xetating to *aid invention* and the hiitoxtj 
thexeob; te*tiby in alt legal pxoceeding*; and genexalty do evexy thing po**ibte which 
*aid A**ignee, it* *ucce**ox*, a**ign* ox xepxe*entative* shall confer de*irabte box 
aiding in *ecuxing, maintaining and enborcing proper patent protection box said 
invention* and box ve*ting title to *aid invention* curd alt application* box patent* or 
xetated boxeign xight* and all patent* on *aid invention*, in *aid A**ignee t it* 
*ucce**ox*, a**ign* and legal repre*entative*; and 

Cobenant with iaid Alhignee, iti 1UCCC440T4, abiigm and legal representative i 
that no alignment, grant, mortgage^ licence, or other agie.cme.nt a^ecting the righti 
and property herein conveyed ha* been made to other s by the undexugned, and that 
fall right to convey the lame ai herein expressed is possessed by the undersigned. 

r 

Vote: ju>U 17 (_99£ /9 ~ Don Fishbein 



FORM PTO- 1595 (Substitute) 
(Rev. 6-96) . 



RECORDATION FORM COVER SHEET U.S. DEPARTMENT OF COMMERCE 

—-—^ - _^ ENTSOHLY PMentendTr^na^o ^ 
To the Honorabl e Commissioner of Patents and^^r^H^sT^cofd the attache d original claimants or copy there * 



I. Name of conveying party (ies) 

Bio-Technology General Corp 



Additional name<s) of conveying partv(ies) a 
□ res D3no 





3. Nature of Conveyance: "~ 

□ Assignment 

Q Security Agreement 

□ Olh* 



□ 

Change of Name 



Execution Date(s): 



June 23, 2003 



Internal Address: 14th Floor 



Street Address: One Tower Center Boulevard 
City/State/Z*: East Brunswick, NJ 08816 

Additional nameis} & address(es) attached? Q Yes GO No 



Mare): 



A. Patent Application No.(s) 


B. Patent No.(s) 




SEE ATTACHHiLwI 







Additional numbers a ttached? ED Yes D No 

Name and address of party to whom correspondence 
concerning document should be mailed: 



Name: 



John P. White 



internal Address: Cooper & Dunham LLP 

Street Address: 1185 Avenue of the Americas 

C*y/State/Z*>: New York, New York 10036 



6. Total number- of a p ps cati on s and patents involved: 49 



7. Total fee (37 CFR §3.41): $ 1 ,960.00 

□ Enclosed 

H Authorized to be charged to 



a. Deposit account number. 
03-3125 



DO NOT USE THIS SPACE 



9. Statement and signature. 

To the best of my knowledge and belief, the 
original document. 



John P. White 



Name of Person Signing 




^formation is true and correct and any attached copy is a true copy of the 

January 14 , 2004 



I hereby certify that this correspondence is being deposited 
this date with the U.S. Postal Service with sufficient postage 
as first dass mafl in an envelope addressed to: 
Commissioner of Patents and Trademarks. Washington 

D.C — 



I Signature 
Reg, fal 28,678 

11 To,al Number of paces including cover sheet attachments and 

6 




P. White Date 



P. White 
No. 28,678 



J 



document: 



OMB No. 0651-0011 (exp. 4/94) 



Mail documents to be recorded with required cover sheet infcimatJorTtoT 
Commissioner of Patents and Trademarks 
Box Assignments 
Washington. D.C. 2023! 
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Continuation of Box 4 of Form PTO-1595 (Substitute) 
(recording name change from Bio-Technology General Corp. 



TO 

Savient Pharmaceuticals, Inc.) 



Application No. 


Application Date 


Patent No, 


Issue Date 


06/752,441 


July 3, 1985 


4,831,120 


May 16, 1989 


07/320,320 


March 7, 1989 


4,997,916 


March 5, 1991 


07/539,367 


June 1 5. 1 990 


5,112,744 


May 12, 1992 


07/692,630 


April 29, 1991 


5,1 16,616 


May 26, 1992 


07/317,434 


March 1, 1989 


5,126.252 


June 30, 1992 


07/194,424 


May 13, 1988 


5,143,836 


September 1 , 1 992 


07/7*0,353 


October 22. 1091 


'..147 789 


S<*p««ml <,,A °,92 


07/822,054 


January 1 4, 1 992 


5,151,364 


September 29, 1 992 


07/449,125 


December 8, 1989 


5,162,217 


November 1 0, 1 992 


07/635,413 


January 3, 1991 


5,198,361 


March 30, 1993 


07/790,485 


November 12, 1991 


5,242,812 


September 7, 1993 


07/842,740 


February 27, 1992 


5,246,847 


September 21, 1993 


07/840,578 


February 24, 1992 


5,256,546 


October 26, 1993 


07/526,397 


May 21, 1990 


5,270,030 


December 14, 1993 


07/912,213 


July 10, 1992 | 


5,270,195 


December 14, 1993 


08/029,030 


March 10, 1993 


5,360,729 


November 1 4, 1 994 


08/058,241 


May 4, 1993 


5,455,158 


October 3, 1995 


08/370,461 


January 9, 1995 


5,540,91 1 


July 30, 1996 


08/261,750 


June 17, 1994 


5,593,860 


January 14, 1997 


08/340,045 


November 14, 1994 


5,637,495 


June 10, 1997 


08/459,356 


July 2, 1995 


5,670,371 


September 23, 1997 


08/259,569 


June 14, 1994 


5,679,320 


October 21, 1997 


08/450,014 


May 25, 1 995 


5,759,816 


June 2, 1998 


08/400,544 


March 8, 1995 


5,763,215 


June 9, 1998 



Page 2 of 3 

Continuation of Box 4 of Form PTO-1595 (Substitute) 
(recording name change from Bio-Technology General Corp. 

TO 

Savient Pharmaceuticals, Inc.) 



08/216,851 


March 22, 1994 


5.795,776 


August 1 8, 1 998 


08/826,885 


April 8, 1997 


5,869,616 


February 9, 1999 


08/986,015 


December 5, 1997 


5,872,147 


February 16, 1999 


08/897,043 


July 18, 1997 


5,945.304 


August 31, 1999 


08/782,760 


January 13, 1997 


5,948,668 


September 7, 1999 


08/409,750 


March 24, 1995 


5,965.383 


October 12, 1999 


03/967,867 


VI vpn-k^ 1 1 • OCT 




Dc._cn-.ber 1 4, 1 999 


08/686.465 


July 25, 1996 


6,010.875 . 


January 4, 2000 


08/451,474 


May 26, 1995 


6,030,611 


February 29, 2000 


08/871,302 


June 9, 1997 


6,054,291 


April 25, 2000 


08/244,988 


October 20, 1993 


6,090,799 


July 1 8, 2000 


08/909,140 


August 11, 1997 


6,121.426 


September 1 9, 2000 


08/686,466 


July 25, 1996 


6,361,772 


March 26, 2002 


08/985,734 


December 5, 1997 


6,576,659 


June 10, 2003 


08/299,047 


August 31, 1994 


6,610.520 


August 26, 2003 


09/469,817 


December 22, 1999 


6,670,351 


December 30, 2003 


08/369,309 


January 6, 1995 


RE35724 


February 3, 1998 


29/040,830 


June 28, 1995 


Des. 403064 


December 22, 1 998 
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TO 

Savient Pharmaceuticals, Inc.) 



Application No. 


AnDlication Date 


Patent No 

J Clival 11 1 '•v. 


1 c c 1 1 


08/023,248 


February 13, 1998 






07/188,303 


April 29, 1988 






09/492,971 


January 27, 2000 






09/469,817 


December 22, 1999 






10/052,961 
09/390,225 


January 16, 2002 


A i 




September 3, 1999 






10/011,377 


October 22,2001 








1 



The Jirst State 



I, HARRIET SMITH WINDSOR, SECRETARY OF STATE OF THE STATE OP 
DELAWARE, DO HERESY CERTIFY THE ATTACHED IS A TRUE AND CORRECT 
COPY OP THE CERTIFICATE OF AMENDMENT OF "BIO-TECHNOLOGY GENERAL 
CORP.", CHANGING ITS NAME FROM "BIO- TECHNOLOGY GENERAL CORP.- TO 
"SAVIENT PHARMACEUTICALS , INC.", FILED IN THIS OFFICE ON THE 
TWENTY- FOURTH DAY OF JUNE, A. D. 2003, AT 9:30 O'CLOCK A.M. 

A FILED COPY OF THIS CERTIFICATE HAS BEEN FORWARDED TO THE 
NEW CASTLE COUNTY RECORDER OF DEEDS. 



0894913 8100 
030416268 




Harriet Smith Windsor, Secretary of Saw 
AUTHENTICATION: 2515430 



DATE: 07-08-03 



/ 




Smcx^tAJy o* Stmtm 
DivXmlao ot Corpt^mtXaas 

DQ2Sw*r*d 09:30 MM 96/24/2003 
Witt 09:30 MM 06/24/2003 

SKV 03041*263 - 0694913 riZS 



CERTIFICATE OF AMENDMENT 
OF 

CERTIFICATE OF INCORPORATION 
OF 

BIO-TECHNOLOGY GENERAL CORP. 



Bfo*Tcchna!oQr General Corp.. a corporation organized and cxirtnur under and bv vim** A fA» rs- _i 
Corpora**. Uw of the Slate of Delaware, (ihT^o^ vim* of the Choral 

FIRST: Articles FIRST and SECOND of the Certificate of Inoornonric*. «f tf» rw^-r^. i i_ 

amended and replaced in hs enrimy with the following: ^ ncTO « "»**TK^o« of tn* w hereby 



SECOND; The addreta of Ha Carpenufart wgjgawd office in Deto«.»rw^ 

T^SS^ ^5™"*" ? re ?L Ci ? f ^ wnminRion. 19801. County of New C«tl«. Ttajwmc 
of its registered egent at rocj, addreu a Toe Carporttia, Torn Company.- ^ 

in aoocSPtSL £° . C ^ f ^ °f Ametuln^ of C^rtific^ of Wcrponsron here* certified w» duly adopted 
BpP ' 1C * ble Felons of Sea."* 242 of Ac General Corporation Law of theSuSrf 

.. ,7™"* Certificate of Amendment heron certified vw duly adopted at the annual meenni of the 

nekholderi of the Corporarion duly called and held, upon notice in aeetrt^^hb s^£S SfSf^^S 
Corporate*. Law of die State of Delate. at which tneetfa* the noma* inanbe^aW^lS^Jw^f 
voted in fcvor ofihe amendment to dte Corporation'. Certffi«» of^^OTafloT^ 

, « WITNESS WHEREOF, the underrignad baa ca»ed this Ceniffeata of Amendment of Certifies „f 

Incorporation to be signed, under penakiea of perjury, and iha ^atntod hetoio are inieiScaweL ^^^^ 

June 29, 2003 

SAVIENT P HARM ACEUTICALS, iwr 



Rhonda De Stojano. Esq. I 



Nana: Robert M. Shaw 
TWe: Executive Vice Preside* and 
Chief Admbianatfvc i 



i 
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